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10796DETAILED ACTION 
RCE Acknowledged 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
02/14/2008 has been entered. 

Inventorship 

2. In view of the papers filed 02/1 4/2008, it has been found that this nonprovisional 
application, as filed, through error and without deceptive intent, improperly set forth the 
inventorship, and accordingly, this application has been corrected in compliance with 37 
CFR 1 .48(a). The inventorship of this application has been changed by adding 
inventors: Brain M. Strauss and Brain Canfield. 

The application will be forwarded to the Office of Initial Patent Examination 
(OIPE) for issuance of a corrected filing receipt, and correction of Office records to 
reflect the inventorship as corrected. 

Response to Declaration under C.F.R. § 1.132 

3. Applicant's Declaration of Brain M. Strauss, submitted under C.F.R. 1.132 filed 
on 02/14/2008 has been received and entered into the application. However, an affidavit 
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asserting unexpected results cannot overcome 102 rejection where the product and its 
use were known before the applicant's filling date. 

Status of Application 
4. Acknowledgement is made of amendment filed on 02/14/2008. Upon entering the 
amendment, claims 9 and 17-23 are cancelled and claim 1 is amended. The pending 
claims are 1-8 and 10-16 and presented for examination. 

Previous rejections that are not reiterated herein are withdrawn. However, new 
ground(s) of rejection is made due to the scope changes made into the newly amended 
claims. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1-13 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The recitation of "from greater than about" in claims renders the claims indefinite, 
because it is not clear greater than about contains greater than40 and about contains 
40. The metes and bounds of the claims, accordingly, one of ordinary skill in the art 
would not be able to reasonably appraise the scope of the invention. 

Claim Rejections - 35 USC § 102 
1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1-2, 4-8 and 10-16 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Whalen et al. (US 2002/0090339 A1). 

With respect to claims 1-8 and 10-16, Whalen discloses a composition for 
embolizing blood vessels suited for treating vascular lesions via catheter deliver. And 
composition comprising: a biocompatible polymer at a concentration of from about 2 to 
about 50 weight percent; and a biocompatible contrast agent at a concentration of from 
about 10 to about 40 weight percent; and a biocompatible solvent from about 10 to 
about 88 weight percent wherein the weight percent of the biocompatible polymer, 
contrast agent and biocompatible solvent is based on the total weight of the complete 
composition (see abstract and para 0032-0035). And preferred biocompatible polymers 
include cellulose acetates, ethylene vinyl alcohol, copolymers, hydrogels, 
polyacrylonitrile, polyvinylacetate, cellulose acetate butyrate, nirtocellulose, copolymers 
of urethane/carbonate, copolymers of styrene/maleic acid, and mixtures thereof (see 
0060). And water insoluble contrast agents include tantalum, tantalum oxide, and 
barium sulfate of particle size of about 10 microns or less and more preferably at from 
about 1 to about 5 microns (see para 0067 and 0078). And biocompatible solvent 
includes ethyl lactate, dimehtylsulfoxide, ethanol, acetone and the like (see 0069). 
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Therefore, all the critical elements as required by instant claims are taught by the cited 
reference and claims are anticipated. 

3. Claims 1-2, 4-8 and 10-16 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Patterson et al. (US 2004/0224864 A1). 

With respect to claims 1-8 and 10-16, patterson discloses a sterile embolic 
composition suitable for embolizing a vascular site in a mammal. And composition 
comprising a biocompatible polymer from about 1 to about 12 weight percent; a 
biocompatible water insoluble contrast agent from about 20 to about 55 weight percent 
and a biocompatible solvent that is miscible in blood and other body fluids and serves to 
solubilize the biocompatible polymer (see abstract and para 0193). And biocompatible 
polymer can be either biodegradable or, preferably, non-biodegradable include cellulose 
acetates, ethylene vinyl alcohol, copolymers, hydrogels, polyacrylonitrile, polyvinyl - 
acetate, cellulose acetate butyrate, nirtocellulose, copolymers of urethane/carbonate, 
copolymers of styrene/maleic acid, and mixtures thereof (see para 0133). And water 
insoluble contrast agents include tantalum, tantalum oxide, and barium sulfate of 
particle size of about 10 microns or less and more preferably at from about 1 to about 5 
microns (see para 0129 and 0160). And biocompatible solvent includes ethyl lactate, 
dimethylsulfoxide, ethanol, acetone and the like (see 0139). Therefore, all the critical 
elements as required by instant claims are taught by the cited reference and claims are 
anticipated. 
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Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

5. Claims 1-3 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Whalen et al. (US 2002/0090339 A1 ) or Patterson et al. (US 2004/0224864 A1 ) in view 
of Evans etal. (US 5,695,480) 

Whalen et al. or Patterson et al meets the claim limitations as described above 
but fails to disclose explicitly the ratio of biocompatible polymer to the water-insoluble 
biocompatible contrast agent is about 0.070 or greater. 

Evans discloses compositions comprising biocompatible polymer from about 2.5 
to about 8.0 weight, biocompatible contrast agent from about 10 to 40 weight and 
biocompatible solvent such as DMSO from about 52 to about 87.5 weight (see col. 3, 
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lines 32-43). The teachings of Evan et al. provides a motivation and expectation of 
success by using the ratio of biocompatible polymer to the water-insoluble 
biocompatible contrast agent is about 0.0625 in embolic composition comprising similar 
component used in overlapping range of concentrations as those claimed in the instant 
application. 

It would have been obvious tone of ordinary skill in the art at the time the instant 
invention was made to combine the teachings of Whalen et al. or Patterson et al. and 
Evans et al. to make an embolic composition comprising the desired ration of 
biocompatible polymer to the water-insoluble biocompatible contrast agent. Thus, it 
would have been obvious to one of ordinary skill in the art at the time of invention was 
made to generate a composition comprising a non-reactive biocompatible substance, a 
theological modified a c biocompatible polymer to contrast agent ratio because the cited 
references and applicant disclose compositions comprising such components. 

One would have been motivated to do so, with reasonable expectation of 
success because it is always desirable to have extended therapeutic modalities to 
improve patient's compliance by enhancing patient satisfaction and increasing the 
selection option. The techniques and skills required for making such substitution is 
conventional knowledge or well within the skills of ordinary artisan as evidenced by 
these references cited. 

One would have been motivated to combine these references and make the 
modification because they are drawn to same technical fields (constituted with same 
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ingredients and share common utilities), and pertinent to the problem which applicant 
concerns about. MPEP 2141 .01 (a). 



Double Patenting 

1 . The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

2. Claims 1 , 4-8, 10-16 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-6 of U.S. Patent No. 5,667,767 
and claims 1-8 and 16-23 of U.S. Patent No. 5,695,480. Although the conflicting claims 
are not identical, they are not patentably distinct from each other because US '767 and 
'480 claim a composition comprising a polymer, including polyvinylacetate, cellulose 
acetate butyrate, nitrocellulose, and copolymer of urethane/carbonate and 
styrene/maleate, a solvent which solubilizes the polymer, including dimethylsulfoxide, 
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an insoluble contrast agent, including tungsten, gold, and platinum, and 0.1-25 % water 
insoluble radioisotopes. 

The instant application claims a composition comprising 2 to 40 % of a 
biocompatible polymer, including polyvinylacetate, cellulose acetate butyrate, 
nitrocellulose, copolymers of urethane/carbonate or styrene/maleic acid, biocompatible 
solvent dimethylsulfoxide, and a biocompatible water-insoluble contrast agent including 
barium sulfate, tantalum, tantalum oxide, gold, tungsten, or platinum. Embolizing blood 
vessels is disclosed (page 7 lines 16-17). Thus, the claim is readily envisaged by the 
teaching of the prior art and the claim is properly included in the rejection. 
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Conclusion 

1. No claims are allowed at this time. 

2. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JAGADISHWAR R. SAMALA whose telephone number 
is (571)272-9927. The examiner can normally be reached on 8.30 A.M to 5.00 P.M. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571)272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ /Jagadishwar R Samala/ 

Supervisory Patent Examiner, Art Unit 1618 Examiner, Art Unit 1618 



